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AEPKABHA CJIYKBA 3 JIIKAPCBKHNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npoB. Ceitnuunoi Hanii, 3, m.Knis, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOV 37078774

BUCHOBOK ?
PO AAKICTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody |

19.10.2023 Ne 48022/23/10

MOHTEI'EH

(HaliMelyBanns Jkapebkoro 3acoly 3riHo 3 peeCTpaLiitHiM NOCBIAYEHHAM )
TA0JIeTKH, BKPHTI ILTiBKOBOIO 000,10HKO0K, 0 10 Mr: no 10 TadaeTox y OJicrepi, mo 3
OaicTepH y Kopooui

(dbopma BrIycKy, 103yBaHHs, BUI IAKYBAHHS JiKAPCHKOTO 3ac00y)
Howmep peecrpauiitnoro nocsinuenns UA/17104/01/01 crpok i peccrpauiitnoro nocsinuenns 05.12.2023

Cepis nikapebkoro 3aco6y Ne MON23106D Kinbkiets BRE3eHOrO Nikapebkoro 3acoGy 9792

Brpotuuk ["eTepo Jlab3 Jlimiten, [Hmis
(HafMeHyBalng BHPOOHHKA 1iKapChKOro 3aco0y, KpaiHa NoX0/HKEHHS)

Beeseno B Ykpainy ToBapucreo 3 o6mexenorw BinmorinansnicTio "AMAPOKC .
HOKPEHWH JIIMITEX", izent. xon: 43687709 -

(HanMeHyBaHHs Ta koa 3a €JIPTIOY 1opuanuHoi ocobu abo MPI3BHLLE, IM'S, 110 GarbkoBi (hizuaHoi |
0CO0U - IIANPHEMILA, iT MICLIE NPOKHUBAHHS Ta peccTpaiiitnii Homep 061IKOBOT KapTKH MIATHH KA ;
nojatkis abo cepis ta HOMep nmacnopTa)

lIpororoan BisyansHoro koutpomo sin 02.10.2023 N 3068/3.
Jlabopatopuuii ananis skocti nikapcrkoro 3aco0y 3aiicieHni:

HIT "Lientpansna naboparopis 3 aHaNI3y AKOCTI JIIKAPCHKUX 3aCO0iB 1 MEAUUYHOT npoaykigii"
(M.Kuis, Byn. Kyapsscbka 10r m.Kui, By/1. Kynpsiscbka 8B Kuiscbka o6nacts, ¢. Hosi [leTpiBu, _
ByJ1. IBana @panka, 19) z

(HAHMEHYBAHHS T4 MIiCIIE3HAX0PKEHHS 1adoparopii, 110 NpoBeJia 1adopaTopPHMil aHai3 SIKOCTI) R

BucroBok oo skocti nixapebkoro 3acody, sutanmii naboparopieto Bix 18.10.2023 Ne 1917

Pesyanrati saboparoproro anaiisy sikocti fikapchkoro 3aC00y 3a NepeBipeHuMH 110Ka3HUKaMH BUINIOBINAIOTD
BHMOTaM METOJ1iB KOHTPOJIKO AKOCTi (aHaiTuy HO-HOPMATHBHOT JIOKY MeHTali{)

3a pe3ysibTaTaMu JICPKaBHOIO KOHTPOIIIO BCTAHOBJICHO, 1110 NIKapChbKH 3aCiO BBE3EHO B Ykpainy 3

AOTPHMAHHAM Bumor 3AKOHOJABCTBA 1100 3a0E3MeUeH sl IKOCTI JIIKapChKMUX 3ac00iB.
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HETER

HETERO LABS LIMITED
(UNIT - V) SEZ (UNIT-i)

‘Hetero Corporate”, 7-2-A2,

AL

Industrial Estates,

Sanath Nagar, Hyderabad - 500 018, 1.5, INDIA.

Tel: 2-40-23704923/24/25,

Fax:91-40-23704926, 2374250,

e-mail : contact@hetero.com,

CERTIFICATE OF ANALYSIS

CEPTHOIKAT SIKOCTI
Certificate No.: Page I of 4
Ceprudixar Ne: SSFP23007742 Cropinka 134
Product name: | MONTEGEN Manufacturing country: | India
Hasgra npopyxuii: | MOHTELEH HNepxkasa-enpobumi: | Inaisa

Pharmaceutical form: Film coated tablets
Jixapcoka dopma;

Tabaerxy, Bxpnti nutiskonoo 000J10HK0I0

A

thopmi MOHTRJIYKACTY HATPII0)

Each film coated tablet contains 10 m
Strength/potency: sodium)

Cwaa ai/akTuenicrs: | 1 TableTka, BKPHTA NAIBKOBOIO 000J10HK 010,

g mﬂntalukai(equivalent to monielukast

MIiCTHUTEL 10 Mmr MOHTeAYKacTy (y

packaging:

Bun i poamip | no 10 tadaerox ¥y OuricTepi, no 3 baicTepu y kopo6ui 3 MR2PKYBAHHIM

YNAKOBKH: | YKPATHCHK OO MOBOID,

Type and size of | 10 tablets in a blister, 3 blisters in 2 box with labelling on the Ukrainian langurage,

Batch No.: Batch Size: packs
0
] Cepia Ne: MON23106D Posmip cepii; 10000 YNAKOBOK |

Mfg. Date: 04.2023 . ‘ Expiry ])atf.:: 03.2026

JaTa BupoGnnuTea: Hdara 3akingennn TEePMIHY NpUAATHOCTI:

Reglsftﬂtmn Ce'rtxﬁcate: UA/17104/01 /01 V:-!luld upto: 05.12.2023
Peccrpauiiine nocinuenys: AliicHe no: 4
) Manufactorer name: | Hetero Lﬂbé Ll‘ml'tﬂd L.]L‘EHS? No.; 50/MN/A P/2009/F/R

Haitmenysannn supoSunxa: I'eTepo Jda6s Jdimiren Jiuenzisn Ne;

Location: Unit-V, Block V and VY-A, TSIIC ~ Formulatio
Village, Jadcherla Mandal, Telangana State, 509301, India,
Micnesnaxomxenas: OHIT-V, Birok Vi V-A, TCIIC - Dopmyneiimu CE3, C. NoNo 439, 440, 441 i 458, Honenamni
Binemx, xapuepna Manaan, Tenanrana Creiir, 509301, Innis.

n SEZ, S. Nos 439, 440,

441 & 458, Polepally

«I» 3 ofiHore Boxy Ta «114% ~ 3 inmora.

Conclusion on confirmation of GMP Certificate No.; validity: |
Bucnosok nuogo RiATBEpIKENHs cepTHdikaTy HBII No: 024/2022/GMP TEi}MiE]I ﬂl: 1 08.02.2024
Analysis procedure results/PesyanTarn IPOBEAEHHA aHATI3Y
B Specification/ o
Sr. Hony crumi mexci
No . Test/ i Shelf-life/ Result/
No 3/ [Hoxaznuk axocri Release/ Hoa.mehiim Peayabvrar
i Mpu sunycry PRI
npHoamnocmi L
ipti i : 1ge, ; ‘e-shaped, film-
De.sr:np!mn , Beige, rounded, square-shaped, tilm-coated tablets Beige, rounded, - S.h 1}‘::’-:‘_ i
(Visual inspection) e : 174 coated tablets debossed with *I* on one
debossed with “I° on one side and 114’ - on other | ™. R :
side sidc and 1147 - on other side.
1.0 | Onuc — : ; bexceni. xeanpaTHi Tabnerky i3
; 3 Gexweni, KBAAPATH! TAOACTKYM i1 3A0KPYIACHUMMU .
(B13yanLuni A _ SAOKPYTACHAMI KPASMK, BKPHT]
KPaAMH, BKPHTI NNIBKOKOK: OBONOHKOIO, 3 HALIHCOM ;
KOHTPOAL) NTIBKOBOIO 0DOOHKO, 3 HAHCOM «]»

3 0aHOTO Boky Ta «114» - 3 {1uoro. N

Hetero Labs Lt

Factory : 5.No 439, 440, 441 & 458, TSHC-Formulation SEZ, Polepally (
Jadcherla (M), Maha bubnagar (Dist) - 509301 IN DA
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HETER

HETERO LABS LIMITED

(UNIT - V} SEZ (UNiT-))

“‘Hetero Corporate”, 7-2-A2, Industrial Estates,
Sanath Nagar, Hyderabad - 500 018, T.S, INDIA,

Tel : 91-40-23704923/24/25. Fax : 91-40-23704926, 23714250,

e-mail ; contact@netero.com,

Certificate No.: Page 2 of4
Ceprudikar Ne; SSFP23007742 Cropirka 2 3 4

2.0 | ldentification |

2.1 By HP1.C The retention time of the major peak in the The retention time of the major peak in
(Ph.Eur. 2229 & chromatogram of the sample solution should the chromatogram of the sample
In-House) correspond o that in the chromatogram of the solution should correspond to that in

standard solution, as obtained in the Assay. the chromatogram of the standard
solution, as obtained in the Assay,

2.2 By UV The UV absorption spectrum of the sample solution | The Uv absorption specirum of the
(Ph.Eur. 2225 & should exhibit maxima only at the same sample solution should exhihit maxima
In-House) wavelengths as that of the standard solution. only at the same wavelengths as that of

the standard salutjon.
a Inewrudicania i
Merox BEPX Hac yrpumysanns ocriosnoro nika Ha XpoMarorpami | Yac yrpumysaniis CCHOBHOPO nixa 1a
(Eb 2229 & BMIIPOGOBYBAHOI( PO3YTHHY NOBMHEH Bimnowiuaru APOMATOrpaMi BUNPOBOBYRAHOMO
In-House) qaCy  YTPMMYBAaHNS  OCHOBHOTG  nika Ha | pO3YMHY TOBHHEH BiANIOBIATH qacy
XpOMatorpaM! CTaHAapTHOTO PO3YHHY, OTpHMaHuX y YTPUMYBaHHg OCHOBHOTO ITika na
BURPOOYRanun «Kinpkicue BH3HAYEHHRA), XPOMATO!PAM] CTABAAPTHOIC pozuuny,
OTpUMANHX Y BHupoGysanui «Kinkxicre
2 BH3IHAUEHH s,
Metox ¥ YD-coekrp norymaany BunIpoOysanoro PO3YHHY | YD-criexTp normuyanns
(FdD 2225 & NOBUHEH MOKa3yBaTH MAKCHMYMH TIIBKH NpH THX BHIIpOOYBaKOIQ PO3YHHY [10BHHEH
(n-House) KE JOBKMHAX XBHIb, 1O | CIICKTp MOTTIHHAHKSA | mokazyeary MaKCHMYMH TifNbKH npH
CTAHAAPTHOIO PO3UHHY. THX 3C OBXHHAX XBUAE, N0 } CIEKTp
MOrNUHANHA CTAHUAPTHOIO po3uMny,
3.0 |Average weight 205.00 mg + 4 %
(In-Housc) {(196.80 mg - 213.20 mg) 206,53 mg
Cepeans maca 205.00 mr+ 4 9 Mr
. (In-House) (196.80 Mr—-213.20 Mi') o
4.0 |Water content (By | Notmorc than 5.0 % Not more than 5.5 %
KF) {(Ph.lzur.2.5.12 5 & % (wiw)
Method A) % (n1/
Bumicr Boan (Meton )
K. dimepa) Ed He 6innme 5.0 % lc 6insme 5,5 %
2.5.12, McTon A)

5.0 Uniformity of Acceptance value Not

dosage units more than 15.0 (1.1)
(Content
uniformity, By
HPL.C)
(Ph.Eur.2.9.49,
2229 & In-House) 5.9
Oanopianicrs
A030BAHRX oaxuHus | [Ipubivaneie uneno
(Merou npsamoro He Oisine 15.0 (L1)
BU3HAYCHHS, MCTOJN
BEPX) (E® 2.9.40,

- 2.2.29 & In-House)

6.0 | Dissolution Not less than 80 % {Q) of the labeled amount of 97

(By HPLC) Montelukast {CisHysCING;S) s dissolved in 20
(Ph.Eur. 2.9.3. 2.2.29 minutes.
& In-House)
Po3unuennn He menme 80 % (Q) sin 3adBnenoro BMicTy 97
(McToa BEPX) MaHTEnykacTa (CisHisCING;S) PO3YHHIETLCS
(L 293,22298 npoTsaroa 24 xn.

L [ In-House) |

Hetero Labs Ltd,

Factory : S.No 439 440, 441 & 458, TSIC-Formulation SEZ, Polepally (V)
Jadcherla (M)}, Mahabu bragar (Dist) - 509307 INDIA




HETERC LABS LIMITED
{UNIT - V) SEZ (UNIT-I)
"Hetero Corporate”, 7-2-A2, Industrial Estates,

HETER Sanath Nagar, Hyderabad - 500 M8, 1.5, INDIA.

Tel . 91-40-23704923/24/75, Fax : N-40-23704926, 23714250
e-mail : contact@hetero.com.

Certificate No.: Page 3 of 4
Ceprudiar Ne: SSKP23007742 Cropitka 3 3 4
7.0__ [ Related compounds (By HPLC)(Ed 2.2.29 & [n-House)
7.1 Related Not more than 0.2 % Not more than 0.3 %
compound-04
(Methy! styrene 0.13 om/m
impurity)
7.2 |Related Not more than 0.50 % Not more than 1.5 %
compound-05 0.11 % m/m
(Sulfoxide impurity)
7.3 |Related Not more than 0.2 % Not more than 0.25 %
compound-06 Below LOQ (LOQ = 0.0196%m/m)
(CIS isomer)
7.4 |Maximum single Not more than 0.20 % Not more than 0.20 %
: . Not Detected
unknown impurity
7.5 |Total impurities Not more than 1.5 % No! more than 2.5 % .24 % m/m
Cynposiami gomimku (merog BEPX) (E® 2.2.29 & In-1louse) "
CynyTHa noMiwka- | He 6iarnme 0.2 % He binpine 0.3 % 0.13
04 (nominika %
METHIICTIDOA}
Cynyras xoMimka- | He Ginnwe 0.50 % He dineme 1.5 % (.11
05 (noMiurca %
CYIhoxcHa)
CynyThs qomiwka- | He Sinbure 0.2 % He 6ineine 0.25 % Hikue MKB (MKB = 0.0196%)
06 (unc-isomep) .
MAKCHM. cauunynia | He 6inne 0.20 9, He 6inpwe 0.20 % He susasneuo
HELENTHIKORaHA
JOMIiLKA L . _
CyMa JOMILIOK He bintme 1.5 “ﬁj’:._ | Ile Sinbiie 2.5 % ] 0.24 G §
3.0 Assay (By HPLC) (Ph.Eur. 2229 & In-House)

Each film-coated tablet contains:
3.1 |Montelukast sodium
equivalent to
Montclukast

(C35HaCINO;S), Not less than 9.50 and Not more than 10.50 10.04
in mg,
8.2 (%) Labeled amount | Not less than 950 and Not more than 105.0 100.4

Kinnkicne susnauenns (meron BEPX) (E® 2229 & In-House)
Koxena mabremxa, sxpuma naigrcogon 000R01KO10, Micmms:
Monrenyxacra
HATpIs
CKBIBAJIEHTHO
MOHTETYKacTy
{CasHaeCINO;S), He menwe 9.50 v ue Ginkme 10.50
¥ Mr
% B 3auBiieHOro He mennie 95.0 v ne 6inine 105.0
BMICLY
__ 2.0 | Microbiological examination (Ph.Eur. 2.6, 12.2.6.13)
9.1 Microbial enumeration tests: L
9.1.1 [Total aerobic | Not more than 1000 cfu/g
microbial count
{TAMC)
9.1.2 {Total combined veast | Not more than 100 cfu/g
and molds count

avme _ e
8.2 | Test for specilied microorganisms: T
9.2.1 |Escherichia coli | Shouid be absent /¢

Hetero Labs Ltd.
Factory : S.N0 439, 440, 441 & 438, TSHC-Formulation SEZ, Polepally {V),
Jadcherla (M), Mahabubnagar (Dist) - 509307 INDIA




HETERO LABS LIMITED
{UNIT - V) SEZ (UNIT-I)
"Hetero Corporate”, 7-2-A2, Industrial Estates,

HETER sanath Nagar, Hyderabad - 500 O18, T.5, INDIA,

Tel | 91-40-23704923/24/25 Fax - 91-40-23704928, 23714250,
e-Mmail : contact@hetero.com,

Certificate No.: Page 4 of 4
Ceprugixat No: SSFP23007742 Cropinka 4 3 4

| Mixpobiostoriuna qmerora (E2.6.12,2.6.13)
Busnavenns wacna MIKPOOpranismis:

-3aransiie yneno
aepobunx J
MIKPOOpranizmin M
: eHe 10KYO/r
{(TAMC) He Ginbure 1000 KYO/r
-3aranhHe yuceng
RPIXAXKOBUX Ta
NNCEHEBHX rpybip
: Mene 10KYO/r
(TYMC) He insme 100 KYO/r
Bunpobysanna na oxpemi sumn MIKPOODraHi3mis:
—E ichia coli H BijlcyTHi : : .
Escherichia coli MaioTs Gyti sincyri s 1 | Bizcymni _!
1 :
| _10.0_ | Identification of colorant (In-House)
10.1 | Titanium dioxide A pale yellow coloyr Lo orange colour should A pale yellow colour to orange colour
develop immediatcely. should develop immediately
10.2 |Tron oxide A orange colour to red colour should develop which | A orange cotour to red colour develops
does not disappear upon addition of dilute which does not disappear upon addition
hydrochloric acid of dilute hydrochloric acid.
Inenrudixania GapeuHKIB (in-House) |
Turany atoxcun 3abapunenss Bif CRITAO-KOBTOMO A0 3abapBieHns sin CBITRO-XOBTOrO N0
IOMapaHIeBOT0 NOBUHHO NPOABHTHCD HeraliHo, HOMAPAaHYCBOrO I1POSEIISCTLCH
HCTaHHO,
OxcHa 3aniza Mae possunyTHES KON P Bill OPAHKEROTS [0 Possuacrses konip sin OPAHMXEROIO JIO
HEPBOHOTO, KNt He 3HuKac nicas noxanans HEPBOHOTQ, AKHH HE 3HHKAE Ticny
POSBCACHOL COMNH O KHCHOTH AICNABAHHS PO3BENEHOT CONTHOT :
l KHCHOTH .
Coding Should correspond 1o the requirements of MQC. Complies '
Mapkysauns TTOBHHHO RifnOBIAATH BHUMOTaM MK, Binnoginae :
Packaging Should correspond to the requirements of MQC, Complies a
Nakysams [Toulno Bignosinary sumoram MK S, Binnosigae ‘

{ hereby certify that the above information is authentic and accurate. This baich of product has b een manufactiured,
including packaging/labeling and quality control at the abovementioned site in Jull compliance with the GMP
requirements of the local Regulatory A uthority and with the specification availgble in registration dossier. The
batch processing, pacraging and analysis records were reviewed and found to be in compliance with GMP,

Hum 2 saceiouyw, o Hasedena euwpe inhopmanin ¢ doecmosipro ma mouneio, Lo cepito apooykuir Byno

nPOGCAeHO Y nosrii 8IONOGIONOCMI 3 Gumo2ay GMP, scmanosnenuy MicHegum PeYIIMOprusM opeanom, q
maxkode gionoeione do creyudirayii, wo micmumecs g peecmpayivnomny docec Hpomoronu BUpOLHUYMEQ,
RaKysainst ma ananizie 6yno REPESTAHYMO A 8CMANosnero gionoeionicns GMP.

Name | Srikanth Reddy. V
Position of person authorising the batch release AGM- Quality assurance
Upizerie | WpikanT Peani. B
Iocana ocodu, sxa BANAIA K03BLA Ha BUNYCK cepif | AGM - Fapawris axoeri P T 2
Signature of person authorising the batch release o
Mianuc ocobn, nra Bunana DO3BIN HA BMITYCK cepii

Date of signature

Hara nimmcam
/

Hetero Labs Ltd,

Factory : S.No 439, 440, 441 & 458, TSNC-Formulation SEZ, Polepalty (
Jadcherla (M), Mahabubnagar {Dist) - 508307 INDIA
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